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DETAILED ACTION 

Drawings 

The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they include the following reference character(s) not mentioned in the 
description: (18) as seen in Figure 1, (20) (22) (24) (68) as seen in Figure 2, (800) as 
seen in Figure 8, and (900) as seen in Figure 9. Corrected drawing sheets in 
compliance with 37 CFR 1 .121 (d), or amendment to the specification to add the 
reference character(s) in the description in compliance with 37 CFR 1.121(b) are 
required in reply to the Office action to avoid abandonment of the application. Any 
amended replacement drawing sheet should include all of the figures appearing on the 
immediate prior version of the sheet, even if only one figure is being amended. Each 
drawing sheet submitted after the filing date of an application must be labeled in the top 
margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1 .121(d). If 
the changes are not accepted by the examiner, the applicant will be notified and 
informed of any required corrective action in the next Office action. The objection to the 
drawings will not be held in abeyance. 

Claim Objections 

Claims 10, 21, 25 and 30 are objected to because of the following informalities: 
In line 2 of claim 10 - - the- - should be inserted between "while" and "magnetic". 
Claim 21 is a duplicate of claim 1 1 and therefore the examiner presumes the 
recitation "according to claim 1" in line 1 should read - - according to claim 16 - -. 
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Claim 25 is a duplicate of claim 15 and therefore the examiner presumes the 
recitation "according to claim 14" in line 1 should read - - according to claim 21- -. 

In line 2 of claim 30, the recitation "sensor" should read - - sensors - -. 
Appropriate correction is required. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-15, 23 and 25 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

It is unclear from the language in claim 1 whether the "valve" (recited in line 7) is 
positively claimed. 

The recitation "corresponds to a particular model corresponding to", in line 3 of 
claim 13 and in line 2 of claim 23, does not indicate what kind of model is being claimed 
and it is unclear if the model is a type of data stream, a type of software program, a type 
of implantable device, etc. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 1-3 are rejected under 35 U.S.C. 102(b) as being anticipated by Golden 
et al. (Patent 5425382). 

Golden et al. teaches an electronic magnetic-based indicator tool comprising: a 
housing having an electronic display (as described in lines 16-22 of column 4); a 
plurality of magnetic field sensors grouped into sets to determine the location and 
orientation of a magnetic device (as described in lines 45-62 of column 6); and a 
processing module for receiving magnetic data values from the magnetic field sensors 
(as described in lines 12-24 of column 8) (as seen in Figure 1A); the device being 
capable of determining a setting for a valve on an implantable flow control device as it 
determines the orientation of a magnetic device (as seen in Figures 3 and 4) wherein 
this may be determined based on a reference magnet on an implanted device (as 
described in lines 54-68 of column 7 and lines 1-11 of column 8). 

Claims 1, 4-7, 11, 13-14, 25-30 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Haynor et al. (Patent 6129668). 

Haynor et al. teaches an electronic magnetic-based indicator tool and method of 
using the tool comprising a housing having an electronic display; a plurality of magnetic 
field sensors grouped into sets; and a processing module for receiving magnetic data 
values from the plurality of magnetic field sensors making it capable of determining a 
setting for a valve on an implantable flow control device wherein the plurality of 
magnetic field sensors may comprise four sets of three sensors (as described in lines 2- 
10 and lines 23-28 of the abstract; in lines 52-59 of column 2; and in claim 35); wherein 
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the indicator tool is positioned over an estimated location of the implanted magnetic 
device; wherein the magnetic field sensors may be Hall-effect sensors (as described in 
lines 26-29 of column 3) for determining location and orientation of a magnetic device 
for the x, y and z axis and for theta and fie (as described in lines 53-60 of column 5; in 
lines 56-58 of column 6; in lines 6-10 and 14-28 of column 7), therefore the orientation 
is determined in five degrees of freedom; wherein the sets of sensors may be location 
about a respective one of four corners of the indicator tool (as seen in Figures 3-4 and 
8A-D); wherein the processing module determines an estimate for ambient magnetic 
fields from a sequence of magnetic data values and subtracts the estimate from 
received magnetic data values to determine the location and orientation of only the field 
of the implanted magnetic device (as described in lines 40-45 and 54-57 of column 3; 
and in lines 57-60 of column 4); wherein the user operated tool further comprises a 
removable data storage device (170) containing computer readable data capable of 
being used to translate a valve setting into pressure for an implantable flow control 
device (as seen in Figures 5A-B); wherein the computer readable data corresponds to a 
particular model of software which is capable of detecting the location and orientation of 
the desired magnetic device (as described in lines 5-9 of column 22). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 4 and 5 are rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Golden et al. (Patent 5425382) as 
applied to claim 1 above. 

Golden et al. teaches an electronic magnetic-base indicator tool comprising a 
housing, a plurality of magnetic field sensors and a processing module, as described 
above. 

Golden et al. does not expressly teach that the ambient magnetic fields are 
estimated as a received sensed magnetic value (other than zero) to be subtracted from 
the received sensed magnetic data values. 

Instead, Golden et al. teaches that the ambient magnetic fields from the earth 
are estimated as zero with respect to the sensed magnetic data and is rendered null 
because of the way the sensed magnetic data is compared; therefore they are removed 
or theoretically subtracted from the data acquired to determine the location and 
orientation of a magnetic device (as described in lines 21-31 of column 3, and in lines 
45-62 of column 6). 

At the time the invention was made, it would have been an obvious matter of 
design choice to a person of ordinary skill in the art to negate the need to sense and 
subsequently subtract the estimated ambient magnetic fields from the sensed magnetic 
data because Applicant has not disclosed that sensing and subsequently subtracting 
the estimated ambient magnetic fields provides an advantage, is used for a particular 
purpose, or solves a stated problem. One of ordinary skill in the art, furthermore, would 
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have expected Golden et al.'s tool, and applicant's invention, to perform equally well 
because both devices ultimately use sensed magnetic data only for the magnetic field 
emitted by the magnetic device and not the ambient magnetic field to determine a 
location and orientation. 

Therefore, it would have been prima facie obvious to modify Golden et al. to 
obtain the invention as specified in claims 4 and 5 because such a modification would 
have been considered a mere design consideration which fails to patentably distinguish 
over the prior art of Golden et al.. 

Claims 8-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Golden et al. (Patent 5425382) as applied to claim 1 above, in view of Ito (PGPUB 
2001/0022350 A1). 

Golden et al. teaches an electronic magnetic-base indicator tool comprising a 
housing, a plurality of magnetic field sensors and a processing module, as described 
above. However, while the tool of Golden et al. is capable of detecting a magnetic 
object on a valve, it is not taught that the device is used with an adjusting tool for 
modifying the orientation of a valve based on the sensed data. 

Ito teaches an adjustment tool for use with an implanted flow control device 
comprising a valve; wherein the adjustment tool modifies the orientation of the 
implanted valve. Ito further teaches that adjustments to the valve are made only after 
the initial orientation of the valve is determined using an MRI apparatus to magnetically 
sense the position and orientation of a magnetic indicator device on the flow control 
device, which by design is the only magnetic part of the implant; wherein the adjustment 
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tool comprises a magnetic adjustment component for magnetically coupling to the 
magnetic indicator device of the flow control device; wherein rotating the adjustment tool 
while the magnetic adjustment component while magnetically coupled to the magnetic 
indicator device changes the setting of the valve by rotation (as described in paragraphs 
[0026] - [0028]). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to use a device similar to that of Golden et al. to sense the position and 
orientation of a valve similar to that of Ito and therefore used in combination with an 
adjustment tool similar to that of Ito because the device of Golden et al. is much smaller 
than an MRI apparatus and can be used by a doctor and therefore eliminates the time 
and resources used by scheduling and receiving an MRI. 

Claim 15 is rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 1 03(a) as obvious over Haynor et al. (Patent 61 29668) as 
applied to claims 1 and 14 above. 

Haynor et al. teaches an electronic magnetic-based indicator tool and method of 
using the tool comprising a housing having an electronic display; a plurality of magnetic 
field sensors grouped into sets; and a processing module for receiving magnetic data 
values from the plurality of magnetic field sensors making it capable of determining a 
setting for a valve on an implantable flow control device wherein in one embodiment the 
tool is a handheld device containing the magnetic sensors and associated electronics 
which require power (as described in lines 2-5 of column 22). However, Haynor et al. 
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does not expressly teach the use of batteries as a power supply. It would have been 
obvious to one of ordinary skill in the art at the time of the invention to use batteries as a 
portable power supply with the device. 

Claims 16-21, and 23-25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Haynor et al. (Patent 6129668) in view of Ito (PGPUB 2001/0022350 
A1). 

Haynor et al. teaches an electronic magnetic-based indicator tool comprising a 
housing having an electronic display; a plurality of magnetic field sensors grouped into 
sets; and a processing module for receiving magnetic data values from the plurality of 
magnetic field sensors making it capable of determining a setting for a valve on an 
implantable flow control device (as described in the abstract and in lines 2-10 and lines 
23-28 of the abstract; in lines 52-59 of column 2); wherein the processing module 
generates a display image corresponding to the orientation of the magnetic device and 
outputs the display image on an electronic display; wherein the processing module 
determines an estimate for ambient magnetic fields from a sequence of magnetic data 

« 

values and subtracts the estimate from received magnetic data values to determine the 
location and orientation of only the field of the implanted magnetic device (as described 
in lines 32-45 and 54-57 of column 3; and in lines 57-60 of column 4); wherein the tool 
further comprises a removable data storage device (170) containing computer readable 
data capable of being used to translate a valve setting into pressure for an implantable 
flow control device (as seen in Figures 5A-B); wherein in one embodiment the tool is a 
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handheld device containing the magnetic sensors and associated electronics which 
require power and would have therefore been obvious to one of ordinary skill in the art 
at the time of the invention to use batteries with the device (as described in lines 2-5 of 
column 22); wherein the computer readable data corresponds to a particular model of 
software which is capable of detecting the location and orientation of the desired 
magnetic device (as described in lines 5-9 of column 22). 

However, while the tool of Haynor et al. is capable of detecting a magnetic object 
on a valve, it is not taught that the device is used with an adjusting tool for modifying the 
orientation of a valve based on the sensed data. 

Ito teaches an adjustment tool for use with an implanted flow control device 
comprising a valve; wherein the adjustment tool modifies the orientation of the 
implanted valve. Ito further teaches that adjustments to the valve are made only after 
the initial orientation of the valve is determined using an MRI apparatus to magnetically 
sense the position and orientation of a magnetic indicator device on the flow control 
device, which by design is the only magnetic part of the implant; wherein the adjustment 
tool comprises a magnetic adjustment component for magnetically coupling to the 
magnetic indicator device of the flow control device; wherein rotating the adjustment tool 
using user controls while the magnetic adjustment component is magnetically coupled 
to the magnetic indicator device, changes the setting of the valve by rotation (as 
described in paragraphs [0026] - [0028]). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to combine a device similar to that of Haynor et al. to sense the position and 
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orientation of a valve similar to that of Ito and therefore used in combination with an 
adjustment tool similar to that of Ito because the device of Haynor et al. is much smaller 
than the common MRI apparatus, which often encompasses an entire room, and can be 
used by a doctor in their office and therefore eliminates the time and resources used by 
scheduling and receiving an MRI. 

Claims 12 and 21-22 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Haynor et al. (Patent 6129668) for claim 12 and the combination of Haynor et al. 
(Patent 6129668) and Ito (PGPUB 2001/0022350 A1) for claims 21-22, in view of 
Drinan et al. (PGPUB 2003/0004403 A1 ). 

Haynor et al. teaches an electronic magnetic-based indicator tool comprising a 
housing having an electronic display; a plurality of magnetic field sensors grouped into 
sets; and a processing module as part of a computer, as described above. Haynor et al. 
teaches the use of internal memory within the computer and the use of a recorder to 
save the images created from the output data on the visual display but does not teach 
the use of a removable data storage consisting of flash memory or a compact flash 
memory device. 

Drinan et al. teaches a tool for remote monitoring of an implant within a human 
body comprising a handheld detector and a computer (as described by the abstract and 
as seen in Figures 1-2). Drinan et al. further teaches the use of flash memory and a 
compact flash memory device (as described in claims 1 , 33 and 35). 
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It would have been obvious to one of ordinary skill in the art at the time of the 
invention to save the sensed and processed data from a tool similar to that of Haynor et 
al. with flash memory or a compact flash memory device similar to that taught by Drinah 
et al. because this is an affordable and easy way to transport the medical data between 
different doctor's computers and a way to create an archive other than the information 
saved on the computer. 



Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Hansen (Patent 4622644) teaches the use of magnetic field 
sensors to determine the position and orientation of magnetic devices. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sara Lustusky whose telephone number is (571) 272 
8965. The examiner can normally be reached on M-F: 9 - 5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor II can be reached on (571) 272 4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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